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Et hyl ene Oxi de Emi ssions Standards for Sterilization
Facilities

AGENCY: Envi ronment al Protection Agency (EPA).
ACTI ON: Fi nal rul e; anendnents.
SUMMARY: This action finalizes amendnments to the

em ssions standards for sterilization facilities by
el i mnating maxi mum achi evabl e control technol ogy (MACT)
requi rements for chanber exhaust vents. This action
reduces safety problens associated with the existing
requi rements. This action also anends testing and
moni toring requirenents for sterilization chanmber
aeration, and chanber exhaust vents to correct
techni cal problens associated with the existing

requi renents.

EFFECTI VE DATE: [| NSERT DATE OF PUBLI CATION OF THI S
FI NAL RULE I N THE FEDERAL REG STER] .

ADDRESSES: Docket No. A-88-03 contains supporting

i nformati on used in devel oping the standards for the

et hyl ene oxi de commercial sterilization source category.
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The docket is |located at the U S. EPA, 401 M Street, SW
Washi ngt on, DC 20460 in Room M 1500, Waterside Ml
(ground floor), and may be inspected from8:30 a.m to
5:.30 p.m, Monday through Friday, excluding |egal
hol i days.
FOR FURTHER | NFORMATI ON CONTACT: M. David W Markwordt,
Policy, Planning, and Standards Group, Em ssion Standards
Division (MD-13), U S. EPA, Research Triangle Park, North
Carolina 27711, tel ephone nunber (919) 541-0837,
facsimle (919) 541-0942, electronic mail address:
mar kwor dt . davi d@pa. gov.
SUPPLEMENTARY | NFORMATI ON:
Docket. The docket is an organized and conplete file of
all the information considered by EPA in the devel opment
of this rulemaking. The docket is a dynamic file because
material i s added throughout the rul emaki ng process. The
docketing systemis intended to allow nenbers of the
public and industries involved to readily identify and
| ocate docunents so that they can effectively participate
in the rul emaki ng process. Along with the proposed and
promul gated standards and their preanbles, the contents
of the docket will serve as the record in the case of

judicial review. (See section 307(d)(7)(A) of the Clean
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Air Act (CAA).) The regulatory text and other materials
related to this rul emaking are available for reviewin
t he docket or copies may be mailed on request fromthe
Air Docket by calling (202) 260-7548. A reasonable fee
may be charged for copying docket materials.

Wrld Wde Wb (WA . In addition to being available in

t he docket, an electronic copy of today's final rule
anmendnments will also be available on the WAVt hrough the
EPA' s Technol ogy Transfer Network (TTN). Foll ow ng
signature, a copy of the rule amendnents will be posted
on the TTN s policy and gui dance page for newy proposed

or pronul gated rules, http://ww. epa.gov/ttn/oarpg. The

TTN provides informati on and technol ogy exchange in
various areas of air pollution control. |If nore
information regarding the TTN is needed, call the TTN
HELP line at (919) 541-5384.

Requl ated Entities. Categories and entities regul ated by

this action include:

Cat egory SI C3¥/ NAI CSP Exanmpl es of
regul ated entities




| ndustry. ... 3841,3842........... Medi cal suppliers
2834,5122, 2831, 2833. Phar maceuti cal s
2099, 5149, 2034, 2035, Spi ce

2046. . .............. manuf acturers

Contr act
sterilizers
aStandard I ndustrial Classification Code

® North Anmerican Information Classification System

This table is not intended to be exhaustive, but
rat her provides a guide for readers regarding entities
likely to be regulated by this action. To determ ne
whet her your facility is regulated by this action, you
shoul d exam ne the applicability criteria in 863.2131 of
the final rule.

Judi cial Review. Under section 307(b) of the CAA,

judicial review of this final rule is available only by
filing a petition for reviewin the U S. Court of Appeals
for the District of Colunmbia Circuit by [INSERT DATE 60
DAYS AFTER PUBLI CATION OF THI' S FI NAL RULE | N THE FEDERAL
REGQ STER] . Under section 307(d)(7)(B) of the CAA, only
an objection to these rule amendnments which was raised
with reasonabl e specificity during the period for public
comment can be raised during judicial review. Moreover,
under section 307(b)(2) of the CAA, the requirenents

established by today’s final action may not be chall enged



5

separately in any civil or crimnal proceeding we bring

to enforce these requirenents.

Backgr ound

On July 11, 1997, we |learned of reports of
expl osi ons at several ethylene oxide sterilization
facilities. Sonme of the explosions occurred at
facilities affected by the ethyl ene oxi de em ssions
standards. As a result, we took immediate steps to
suspend the rule until Decenber 1998 pendi ng an
i nvestigation of the explosions and to notify facility
owners.

We conpl eted our investigation in 1998 to determ ne
if the em ssion control equipnent nandated by the
em ssions standards was in any way associated with the
problens at these facilities. W agreed with industry
that, in the cases where expl osions occurred, the
catalytic oxidizer units were overfed with ethyl ene oxide
in concentrations above the safe operations |limt due to
abnormal activation of the chanber exhaust (backvent).
I n June 1998, the Ethylene Oxide Sterilization
Associ ati on (EOSA) recomrended “additional tinme to

consi der safe and econom cal control, installation,
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operation, and mai ntenance alternatives applicable to
aeration and chanmber exhaust (backvent) em ssions.” The
ECSA provided a tinme |ine of approximately 12 nonths
beyond Decenber 1998 to enable inplenmentation of the
appropriate changes to ensure safe operation. W agreed
with ECSA s recommendati on and further extended the
conpliance date for chanmber exhaust and aeration room
vents for all sources affected by the ethyl ene oxide

em ssions standards by 1 year, until Decenber 8, 1999.
The two affected em ssion points, the chanber exhaust and
aeration roomvent, represent approximately 1 and 3
percent of the uncontroll ed em ssions, respectively.

I n June 1999, the EOSA requested elim nation of the
requi renent for chanber exhaust vent controls. In
Decenmber 1999, we agai n suspended the conpliance dates
for chanmber exhaust and aeration roomvents. A l-year
suspensi on of control requirenents for aeration room
vents was based on the fact that many facilities are
routi ng chanmber exhaust em ssions to the em ssion control
device for aeration roomvents. Since control of the
aeration roomvent by itself does not pose any known
saf ety problens, we did not anticipate any further

suspensi ons of requirenments for aeration roomvents
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beyond Decenber 6, 2000. We provided a 2-year suspension
of control requirenents for chanber exhaust vent
enm ssions based on the anticipated tinme required to

propose and promul gate changes in the Federal Register.

We commtted to reconsidering the original MACT
determ nation for chanmber exhaust vents and proposing a
course of action in the near future.

The use of existing technol ogy by sone sources in
the relevant industry category presunes the ability to
operate that technology in a proven safe manner.
Nonet hel ess, at the tine of promul gati on (Decenber 1994),
state-of -the-art control technology for chamber exhaust
vent em ssions apparently involved safety hazards not
known at that tinme. To date, solutions to the safety
probl ens have not been devel oped, and there is no
i ndication that resolution of the safety issues is
forthcom ng. Consequently, on March 6, 2001, we proposed
elimnating the MACT requirenments for chanber exhaust
vents (66 FR 13464). W al so proposed anendnents to
testing and nonitoring requirenents for sterilization
chanmber, aeration, and chanber exhaust vents.

1. What are the final rule amendnments?

A. Chanber Exhaust Vents
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We have renoved the requirenent to control the
et hyl ene oxi de em ssions fromthe chamber exhaust vents.
See the March 6, 2001 proposal preanble for the detail ed
reasons for this change. For all facilities (i.e., both
maj or and area sources), we have renoved the 5,300 parts
per mllion per volume (ppnmv) concentration [imt
requi rement for chanmber exhaust vents.

B. Catalytic Oxidizer Monitoring

We have renoved the requirenent to operate at the
average tenperature to denonstrate continuous conpliance.
We are now requiring facilities to maintain a m ni mum
tenperature for catalytic oxidizers based on manufacturer
desi gn and performa work practice. Facilities can do
either of the follow ng work practices: periodically
replace catal yst, or annually test control device
performance and if necessary restore the catal yst.

We have made changes to the nonitoring requirenments
to provide facilities an alternative to continuous
catal yst tenperature nonitoring. Facilities can nonitor
ei ther tenperature or ethylene oxide concentration for
catalytic oxidizers. 1In the final rule, we have added
several additional test nethod to neasure ethyl ene oxide

concentration.
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I'11. What mmj or changes have we made to the rule since
proposal ?

In response to coments received on the proposed
anmendnments, we made several changes for the final rule.
Whil e some of the changes we nmade were clarifications
desi gned to nmake our intentions nore clear, sone of the
changes do alter the requirenments as proposed. The
substantive coments and/ or changes and responses nade
since the proposal are sunmarized in the follow ng
sections. Qur conplete responses to public comments are
contained in a nmenorandum that can be obtained from
docket A-88-03.

A. Elimnation of 5,300 ppnv_Concentration Requirenent

To ensure that the current amount of ethyl ene oxide
bei ng evacuated via the sterilization punp continues to
be routed to a control device rather than exhausted via
an uncontrolled vent, we proposed a concentration-based
l[imt on em ssions from maj or source chanber exhaust
vents. In the original rule, this requirement currently
applies to area sources but not to nmjor sources.
Coments: Commentors questioned “the Agency’s reliance
on the 5,300 ppmv enpty chamber concentration as a

suitable limtati on when such test conditions have zero
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connection to the reality of operations in a comrerci al
sterilization facility.” The comentor also stated that
their research showed “no reliable justification for the
5,300 ppnv MACT and we are convinced from our own
experience that this |evel, however determ ned, was
unfounded at the time the regulation was originally
drafted.”

One commentor stated that industry does not have
knowl edge of any proven instrunentation it could enpl oy
to comply with the proposed requirenent to determ ne the
concentration of ethylene oxide in the sterilization
chanmber imrediately prior to the operation of the chanber
exhaust . The commentor stated it is universally known
and understood that a safe, reliable and accurate
t echnol ogy capabl e of providing a determ nation of the
exhaust vent concentration is not available. The
commentor also stated that a separate system (suitable
for small exhaust, high concentration, for a short tine
period of 5 mnutes or less ) would be needed, probably
for each chamber. |If gas chronmatography(GC)-based
systens are used, costs are $60, 000 - $100, 000 per
chanmber, provided sonme existing system could sonehow be

made safe, reliable, and accurate. Also, units for area
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and process control are not satisfactory because they are
set up differently and neasure different concentration
| evel s.
Response: As stated previously, the Agency is renoving
the control requirenment for the major source chanber
exhaust vent as proposed. The Agency had al so proposed a
5,300 ppnv concentration limt on the chanber exhaust
vent for larger facilities (i.e., major sources). The
5,300 ppnv concentration limt was required in the
original rule for smaller facilities (i.e., area sources
with 1 to 10 tons of ethylene oxide use) which were not
required to control chanber exhaust vent em ssions.

We agree with the comentor that the 5,300 ppnv
concentration limt was based on “Agency nodeling, not
actual operating conditions.” W also agree with the
commentor that there is no proven instrunentation which
coul d be enployed to conply with the proposed requirenent
to deternm ne the concentration of ethylene oxide in the
sterilization chanber immediately prior to the operation
of the chamber exhaust. For these reasons, we have
reconsi dered the proposed and existing concentration
[imt requirement.

The sterilization chanmber vent em ssions are
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currently controlled with add-on control devices; these
devices are required to reduce inlet em ssions by 99
percent. For small facilities, under the existing rule
the MACT floor for new and existing source chanber
exhaust vents requires no reduction in em ssions from

t hese vents. The purpose of the existing rule s 5,300
ppmv limtation on the small chanmber exhaust vents is to
ensure that the current anount of ethyl ene oxide being
evacuated via the sterilization punp continues to be
routed to a control device rather than exhausted via an
uncontrolled vent. The 5,300 ppnmv requirenent maintained
the status quo for em ssions fromthe chanber exhaust
vent, and did not require the use of any control
technologies. |In promulgating the existing rule, the

Adm ni strator determned that the use of this |limt did
not constitute measures beyond the MACT fl oor for these
sources (59 FR 10591). The chanber exhaust concentration
limt was added to the rule as a precautionary measure,;

t he Agency did not know of any plant operators by-passing
main sterilization vent control devices.

Comment: One commentor reconmended a 7,500 ppmv limt (25
percent of the |lower explosive limt); the limt would be

det erm ned based on enpty chanber cycle cal cul ations for
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all cycles. This approach does not require test
equi pmrent. The commentor stated that it is conmon
i ndustry practice to analyze the safety of a
sterilization cycle by calculating the residual steril ant
in an enpty sterilizer at the conpletion of the process.
Most sterilization facilities require that the safety
anal ysis be perfornmed on every new sterilization cycle.
The intent of the safety analysis is to denonstrate that
t he concentration of ethylene oxide gas in the sterilizer
at the end of processing is below 1 percent (10,000
ppmv). This ensures that during routine processing the
sterilizer environnent is non-flammable when the door is
opened and the exhaust vent is activated. The
determ nation of this enpty chanmber concentration relies
on sinple dilution fornulas and the ideal gas |aws.
Using partial pressure data of ethylene oxide in the
sterilizer following the initial charge, one can
det erm ne concentration through the subsequent evacuation
and purgi ng sequences. The commentor stated that
sterilization cycles in question are generally validated
to neet the requirenments of the Food and Drug
Adm ni stration (FDA).

Anot her comment or believes the present regul ations
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provi de adequate assurance to ensure that ethyl ene oxide
fromthe sterilization chanber vent continues to be
routed through a control device. The EPA specifically

defines sterilization chanmber vent as t he point
(prior to the vacuum punp) through which the evacuation
of ethylene oxide fromthe sterilization chamber occurs
following sterilization or fum gation, including any
subsequent air washes.” The rule also specifically
requires that sources using greater than 1 ton per year
of ethyl ene oxide shall reduce ethyl ene oxi de em ssions
to the atnosphere by at | east 99 percent from each

sterilization chanmber vent.” Rerouting sterilization
chanmber vents to exhaust out the uncontrolled chanber
exhaust vent would be in direct violation of the present
regul ati on.

Response: After considering the coments and additi onal

i nformation, we decided that the concentration limt
approach is not feasible because there is no known way to
safely neasure concentration. A gas chromatograph is a

| ogi cal testing approach but it includes a flane source
whi ch introduces a safety issue.

Today, we have | ess concern regardi ng by-passing the

main sterilization control equipment by routing ethylene
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oxide to the chanber exhaust vent. As stated previously,
there were no data suggesting plant operators were by-
passing the main control device. Since initial work on
the rule in the 1980's, significant regul atory changes
have occurred which have affected the sterilization
i ndustry. In response to the phase-out of
chl orof l uorocar bon production, industry switched froma
m xture of chl orofl uorocarbons and et hyl ene oxide to pure
et hyl ene oxi de for processing. The Occupational Safety
and Heal th Admi nistration (OSHA) tightened workpl ace
et hyl ene oxi de concentration exposure |limts, and on
Oct ober 7, 1996, the FDA revised the Current Good
Manuf acturing Practice (CGW) requirenments for nedica
devi ces and incorporated theminto a quality system
regul ati on.

Now t hat the use of pure ethylene oxide doni nates
i ndustry practice, there are serious safety issues
associated with by-passing the main control device.
Venting pure ethylene oxide to the atnosphere coul d cause
an explosion. Additionally, it is probable that venting
woul d result in workplace exposure concentrations which
woul d violate the OSHA limts. Industry is very aware of

t hese safety concerns.
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The FDA quality system regul ation includes
requirenents related to the nethods used in, and the
facilities and controls used for, designing,
manuf act uri ng, packagi ng, |abeling, storing, installing,
and servicing of medical devices intended for human use.
The action was necessary to add preproduction design
controls and to achi eve consistency with quality system
requi rements worldwi de. The regulation sets forth the
framewor k for device manufacturers to follow and gives
them greater flexibility in achieving quality
requirenments (61 FR 52601).

These requirenents apply to contract sterilization
and specify quality systemrequirenents including
managenent controls, design controls, material controls,
equi pnent controls, production and process controls,
corrective and preventive action, and docunentation. For
sterilization operations, the objectives of the quality
systemregul ati on apply only to the safety and
ef fecti veness of nedical devices following sterilization.
However, conpliance with its requirenments may al so
provi de an assurance that processing will be perfornmed in
a way which neets concerns regardi ng vent em ssions. For

exanple, in nmeeting the requirenment in the quality system
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regul ation for a definition of specifications for al
steps of the process, a sterilizing facility nmust specify
t he nunber of air washes in the ethyl ene oxide
sterilization process. By nmeeting the requirenents for
docunment ation to denonstrate that each process step has
been perfornmed as specified, the facility will establish
procedures to docunent performance of the air washes.
The requirenments of the quality systemare already in
pl ace; conpliance with the quality system regul ation wl
ensure that specifications for process steps are defined
and net.

The Agency believes there are sufficient practical
reasons (i.e., safety considerations as well as existing
OSHA and FDA regul atory requirenents) for elimnating our
original presunptive need for the chanber exhaust
em ssion limt. The Agency sees no practical benefit to
addi ng additional requirenents to acconplish the sanme
t hi ng. Therefore, because the concentration cannot be
measured and there is now little or no value to the
requi renment, we are not promnul gating the chanber exhaust
concentration limt for large facilities and are
withdrawi ng the requirement for small facilities.

B. Alternative to Catal yst Replacement Requirenent
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We proposed a requirenent to replace catalytic
oxi di zer catalyst every 2 years to ensure that the
catal yst remains active and in continuous conpliance with
the control device perfornmance requirenment. The proposed
repl acenent of catalyst every 2 years was opposed by
comment ors because the practice was believed to be
wast eful and costly. Sonme comentors stated that the
conpliance test should suffice to indicate conpliance.

We agreed with the commentors that performance
testing is a viable alternative to routine replacenment of
catalyst in ensuring continuous conpliance. Therefore,
we have added a test alternative to the rule. |If test
results show the control efficiency is below the
performance standard, the facility will have to restore
the catal yst as soon as practicable but no |ater than 180
days after the performance test.

V. Summary of Environnmental, Energy and Econom c
| npact s

There are negligible environnental, energy, and
econom c i npacts associated with these anmendnents.

Et hyl ene oxi de em ssions fromthe chanmber exhaust vent
conprise less than 1 percent of the uncontroll ed

em ssions fromthe sterilization process.
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V. Adm nistrative Requirenents

A. Executive Order 12866: Requl atory Pl anni ng and Revi ew

Under Executive Order 12866 (58 FR 51735,
Cct ober 4, 1993), we nust determ ne whether the
regul atory
action is “significant” and therefore subject to review
by the O fice of Managenent and Budget (OVB) and the
requi renments of the Executive Order. The Executive Order
defines "significant regulatory action” as one that is
likely to result in a rule that may:

(1) Have an annual effect on the econony of
$100 million or nore or adversely affect in a materi al
way the econony, a sector of the econony, productivity,
conpetition, jobs, the environnent, public health or
safety, or State, local, or tribal governnents or
comruni ties;

(2) create a serious inconsistency or otherw se
interfere with an action taken or planned by another
agency;

(3) materially alter the budgetary inpact of
entitlenments, grants, user fees, or |oan prograns or the
ri ghts and obligations of recipients thereof; or

(4) raise novel legal or policy issues arising out
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of |l egal mandates, the President's priorities, or the
principles set forth in this Executive Order.

Pursuant to the terms of Executive Order 12866, it
has been determ ned that these rule anendnents are not a
“significant regulatory action” under the terns of
Executive Order 12866. Consequently, this action was not

submtted to OMB for review under Executive Order 12866.

B. Paper wor k Reducti on Act

The information collection requirements of the
et hyl ene oxi de national em ssion standards for hazardous
air pollutants (NESHAP) were submtted to and approved by
O\VB. A copy of the Information Collection Request (ICR)
document (OMB control nunber 2060-0283) nmay be obtai ned
from M. Sandy Farnmer by mail at the U S. EPA, Office of
Envi ronmental I nformation, Collection Strategies Division

(2822), 1200 Pennsyl vani a Avenue, Washi ngton, DC 20460,

by email at farner.sandy@pa.gov. or by calling (202)
260-2740. A copy may al so be downl oaded off the internet
at http://ww. epa. gov/icr.

Today’'s action has little or no inpact on the
information collection burden estinmates nmade previously.

Today’ s action elimnates requirenents for chanber
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exhaust vents and clarifies testing and nonitoring
requirenments for sterilization and aeration room vents.
These changes revise existing requirements and do not
i npose new additional burdens; consequently, the |ICR has
not been revised.

C. Executive Order 13132, Federalism

Executive Order 13132, entitled "Federalisnt
(64 FR 43255, August 10, 1999), requires EPA to devel op
an accountabl e process to ensure "neaningful and tinely
i nput by State and | ocal officials in the devel opnment of
regul atory policies that have federalisminplications.”
Policies that have federalisminplications is defined in
t he Executive Order to include regulations that have
"substantial direct effects on the States, on the
rel ati onship between the national governnment and the
States, or on the distribution of power and
responsi bilities anong the various |evels of governnent."”
These final rule anmendnents will not have
substantial direct effects on the States, on the
rel ati onshi p between the national governnent and the
States, or on the distribution of power and
responsi bilities anong the various |evels of governnent,

as specified in Executive Order 13132. The final rule is
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mandat ed by statute and does not inpose requirenments on
St ates; however, States will be required to inplenment the
rule by incorporating the rule into permts and enforcing
the rul e upon delegation. States will collect permt
fees that will be used to offset the resource burden of
i npl ementing the rule. Thus, the requirenments of
section 6 of the Executive Order do not apply to this
rul e. Al t hough section 6 of Executive Order 13132 does
not apply to this rule, the EPA did consult with State

and local officials in devel oping these rule anendnents.

D. Executive Order 13175, Consultation and Coordi nation

with Indian Tribal Governnents

Executive Order 13175, entitled “Consultation and
Coordination with Indian Tribal Governnments” (65 FR
67249, Novenber 6, 2000), requires EPA to devel op an
account abl e process to ensure “nmeaningful and tinely
i nput by tribal officials in the devel opnent of
regul atory policies that have tribal inplications.”
“Policies that have tribal inplications” is defined in
t he Executive Order to include regulations that have
“substantial direct effects on one or nore Indian tribes,

on the relationship between the Federal governnment and
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the Indian tribes, or on the distribution of power and
responsibilities between the Federal governnment and
I ndi an tribes.”

These final rule anmendnents do not have tri bal
implications. They will not have substantial direct
effects on tribal governnents, on the relationship
bet ween t he Federal government and Indian tribes, or on
the distribution of power and responsibilities between
t he Federal governnment and Indian tribes, as specified in
Executive Order 13175. This is because no tri bal
governnments own or operate an ethyl ene oxide
sterilization facility. Thus, Executive Order 13175 does
not apply to these rule anmendnents.

E. Unf unded Mandat es Ref orm Act of 1995

Title Il of the Unfunded Mandates Reform Act of 1995
(UVRA), Public Law 104-4, establishes requirenents for
Federal agencies to assess the effects of their
regul atory actions on State, |ocal, and tribal
governnments and the private sector. Under section 202 of
the UVMRA, the EPA generally nust prepare a written
statenment, including a cost-benefit analysis, for
proposed and final rules with “Federal nandates” that may

result in expenditures by State, local, and tri bal
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governnments, in aggregate, or by the private sector, of
$100 million or nmore in any 1 year. Bef ore pronul gati ng
an EPA rule for which a witten statenent is needed,
section 205 of the UMRA generally requires EPA to
identify and consider a reasonabl e nunber of regulatory
alternatives and adopt the | east costly, nost
cost-effective, or |east burdensonme alternative that
achi eves the objectives of the rule. The provisions of
section 205 do not apply when they are inconsistent with
applicable |aw. Moreover, section 205 allows the EPA to
adopt an alternative other than the | east costly, nost
cost-effective, or |east burdensonme alternative if the
Adm ni strator publishes with the final rule an
expl anation as to why that alternative was not adopted.
Before the EPA establishes any regul atory requirenents
that may significantly or uniquely affect small
governnments, including tribal governments, it nust have
devel oped under section 203 of the UVRA a smal |
gover nnment agency plan. The plan nust provide for
notifying potentially affected small governnents,
enabling officials of affected small governments to have
meani ngful and tinely input in the devel opment of EPA

regul atory proposals with significant Federal
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i ntergovernnmental mandates, and inform ng, educating, and
advi sing small governnments on conpliance with the
regul atory requirenents.

Today’ s final rule anmendnents contain no Federa
mandate that may result in expenditures of $100 mllion
or nore for State, local, and tribal governments, in the
aggregate, or the private sector in any 1 year. These
anmendnments elimnate existing requirenments. Thus,
today's final rule amendnments are not subject to the
requi renments of sections 202 and 205 of the UVMRA. In
addition, the EPA has determ ned that these anmendnents
contain no regulatory requirenents that night
significantly or uniquely affect small governnents
because it contains no regulatory requirenments that apply
to such governnents or inpose obligations upon them
Therefore, today's final rule amendnents are not subject
to the requirenents of section 203 of the UVRA

Because these final rule anmendments do not include a
Federal mandate and are estimated to result in
expenditures less than $100 mllion in any 1 year by
State, local, and tribal governnents, the EPA has not
prepared a budgetary inpact statenent or specifically

addressed the selection of the |east costly, nopst
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cost-effective, or |east burdensonme alternative. 1In
addi ti on, because small governnents will not be
significantly or uniquely affected by these rule
anmendnments, the EPA is not required to develop a plan
with regard to small governnments. Therefore, the
requi renents of the UMRA do not apply to this action.

F. Requl atory Flexibility Act (RFA) as Anended by the

Snal | Busi ness Reqgul atory Enforcenent Fairness Act of

1996 (SBREFA) 5 U.S.C. 601 et seq.

The RFA generally requires an agency to prepare a
regul atory flexibility analysis of any rule subject to
notice and comrent rul emaki ng requirements under the
Adm ni strative Procedure Act or any other statute unless
the Agency certifies that the rule will not have a
significant econom c inpact on a substantial nunmber of
smal | entities. Smal | entities include snal
busi nesses, small organizations, and small governnment al
jurisdictions.

For purposes of assessing the inpacts of today's
final rule amendments on snmall entities, small entity is
defined as: (1) a small business according to the Small
Busi ness Admi ni stration (SBA) size standards by NAICS

code ranging from 500 to 1,000 enpl oyees; (2) a snall
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governnmental jurisdiction that is a governnment of a city,
county, town, school district or special district with a
popul ati on of |ess than 50,000; and (3) a snal
organi zation that is any not-for-profit enterprise which
is independently owned and operated and is not dom nant
inits field.

After considering the econom c inpacts of today’s
final rule amendments on small entities, EPA has
concluded that this action will not have a significant
i npact on a substantial number of small entities. W
believe there will be little or no inpact on any small
entities because these anendnents do not inpose
addi tional requirenments but instead either elim nate or
stream i ne sone existing requirements of the ethylene
oxi de NESHAP. Based on the foregoing, the EPA concl udes
that these rule amendnents will not have a significant
i npact on a substantial number of small businesses.

Al t hough these final rule amendnents will not have a
significant inpact on a substantial nunber of smal
entities, EPA nonetheless has tried to reduce the inpact
on small entities by providing alternatives to conpliance
and nmonitoring requirenents.

G Nati onal Technol ogy Transfer and Advancenent Act of
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1995 Section 12(d) of the National Technol ogy

Transfer and Advancenent Act (NTTAA) of 1995 (Public Law
104-113; 15 U. S.C. 272 note) directs EPA to use voluntary
consensus standards in their regulatory and procurenent
activities unless to do so would be inconsistent with
applicable | aw or otherwi se inpractical. Voluntary
consensus standards are technical standards (e.g.,
mat eri al s specifications, test methods, sanpling
procedures, business practices) devel oped or adopted by
one or nore voluntary consensus bodies. The NTTAA
directs EPA to provide Congress, through annual reports
to OVB, with explanations when an agency does not use
avai |l abl e and applicable voluntary consensus standards.
These final rule amendnments provide technical
corrections and m nor technical amendnents to the
Et hyl ene Oxi de Eni ssions Standards for Sterilization
Facilities (40 CFR part 63, subpart O . These anmendnents
i nclude two technical standards: EPA Method 25A and PS-8.
Consistent with the NTTAA, the EPA conducted searches to
identify voluntary consensus standards in addition to
t hese EPA net hods and performance specifications. No
vol untary consensus standards were identified for PS-8.

The search and review results have been docunented and
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are placed in the Docket No. A-88-03 (see ADDRESSES
section) for these rule anendnents.

The search for em ssions nonitoring procedures
identified two voluntary consensus standards, both for
EPA Met hod 25A. The EPA determ ned that these two
standards identified for measuring em ssions of hazardous
air pollutants or surrogates subject to em ssion
standards in the final rule would not be practical due to
| ack of equival ency, detail, and/or quality assurance
and/ or quality control requirenents. Therefore, we did
not use this voluntary consensus standard in this
rul emaki ng.

The two voluntary consensus standards, EN 12619: 1999
“Stationary Source Em ssions-Determ nation of the Mass
Concentration of Total Gaseous Organic Carbon at Low
Concentrations in Flue Gases--Continuous Flame |onization
Det ect or Met hod” and | SO 14965: 2000(E) “Air Quality-
Determ nati on of Total Nonnmethane Organi c Conpounds-
Cryogeni ¢ Preconcentration and Direct Flane |onization
Met hod,” are inpractical alternatives to EPA Met hod 25A
for the purposes of this rul emaki ng because the standards
do not apply to solvent process vapors in concentrations

greater than 40 ppm (EN 12619) and 10 ppm carbon (I SO
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14965) . Met hods whose upper limts are this |ow are too
limted to be useful in nmeasuring source em ssions, which
are expected to be nmuch higher.

Section 63.365 of the NESHAP |ists the EPA test
met hods and performance standards included in this
rul emaki ng. Under 40 CFR 63.7(f) of the General
Provi sions, a source may apply to EPA for perm ssion to
use alternative test methods in place of any of the EPA
testing nethods.

H. Executive Order 13045, Protection of Children from

Envi ronnental Health Ri sks and Safety Ri sks

Executive Order 13045 (62 FR 19885, April 23, 1997)
applies to any rule that (1) is determ ned to be
"econom cally significant,"” as defined under Executive
Order 12866, and (2) concerns an environnmental health or
safety risk that EPA has reason to believe may have a
di sproportionate effect on children. |If the regulatory
action neets both criteria, the Agency nmust eval uate the
envi ronnental health or safety effects of the planned
rule on children and explain why the planned rule is
preferable to other potentially effective and reasonabl e
alternatives considered by the Agency.

The EPA interprets Executive Order 13045 as applying
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only to those regulatory actions that are based on health

or safety risks, such that the analysis required under
section 5-501 of the Executive Order has the potential to
i nfluence the regulation. These final rule anendnents
are not subject to Executive Order 13045 because they are
based on technol ogy performance and not on health or
safety ri sks. No children’ s risk analysis was performed
because no alternative technol ogi es exist that woul d
provi de greater stringency at a reasonabl e cost.
Furthernore, these rule amendnents have been determ ned
not to be “economcally significant” as defined under
Executive Order 12866.

| . Congr essi onal Revi ew Act

The Congressional Review Act, 5 U S.C. 801, et seq.
as added by the Small| Busi ness Regul atory Enforcenent
Fai rness Act of 1996, generally provides that before a
rule may take effect, the agency pronulgating the rule
must submt a rule report, which includes a copy of the
rule, to each House of the Congress and to the
Comptrol l er General of the United States. The EPA will
submt a report containing these rule amendnents and
other required information to the U S. Senate, the U S.
House of Representatives, and the Conptroller General of

the United States prior to publication of the rule in the
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Federal Register. A mpjor rule cannot take effect until

60 days after it is published in the Federal Register.

This action is not a “mjor rule” as defined by 5 U S.C
804(2). These amendnments will be effective [I NSERT DATE
OF PUBLI CATION OF THI'S FINAL RULE I N THE FEDERAL

REG STER] .

J. Executive Order 13211, Actions Concerning Requl ati ons

that Significantly Affect Energy Supply, Distribution or

Use

This rule is not subject to Executive Order 13211
(66 FR 28355 May 22, 2001) because it is not a
significant regulatory action under Executive Order

12866.

Li st of Subjects in 40 CFR Part 63

Envi ronmental protection, Air pollution control,
Hazar dous substances, Reporting and recordkeeping

requi renents.

Dat ed:

Christine Todd Wit man,
Adm ni str at or
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For reasons set out in the preanble, title 40, chapter I,

part 63 of the Code of Federal Regulations is anmended as
foll ows:
PART 63—- [ AVENDED]

1. The authority citation for part 63 continues to
read as follows:
Aut hority: 42 U S.C. 7401, et seq.
Subpart O--[ AMENDED]

2. Section 63.360 is anended by:

a. In Table 1 by revising the entry for
“63.7(a)(2)”

b. Renoving and reserving paragraphs (g)(7) through
(10).

The revision reads as foll ows:
863.360 Applicability.
(a) * * *

Table 1 of Section 63.360-General Provisions
Applicability to Subpart O

Applies to
sour ces Applies to
usi ng sources using
10 tons in]J1 to 10 tons
Ref er ence subpart O |in subpart O JComrent
* * * * * * * Yes
63.7(a)(2)
* * * * * * *

a See definition.
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3. Section 63.361 is anended by renoving the

definition for “Paranmetric nonitoring,” revising the
definition for “Baseline tenperature,” and adding a
definition for “Thermal oxidizer” and “Deviation” in
al phabetical order to read as foll ows:

863. 361 Definitions.

* * * * *

Basel i ne tenperature neans a mni num tenperature at

the outlet fromthe catal yst bed of a catalytic oxidation
control device or at the exhaust point fromthe
conmbusti on chanber of a thermal oxidation control device.
ok ok % %

Devi ati on nmeans any instance in which an affected
source, subject to this subpart, or an owner or operator
of such a source:

(1) Fails to nmeet any requirenment or obligation
established by this subpart including, but not limted
to, any em ssion limtation (including any operating
l[imt) or work practice standard,

(2) Fails to neet any termor condition that is
adopted to i nplenment an applicable requirement in this
subpart and that is included in the operating permt for

any affected source required to obtain such a permt; or
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(3) Fails to neet any emi ssion limtation (including

any operating limt) or work practice standard in this
subpart during startup, shutdown, or mal function,
regardl ess of whether or not such failure is permtted by
this subpart.

*x * * * %

Thermal oxidizer nmeans all conbustion devices except

flares.
4. Section 63.362 is anmended by:
a. Revising Table 1 of paragraph (a);
b. Renoving and reserving paragraph (e).
The revision reads as foll ows:
§63. 362 St andards.
(a) * * *

Tabl e 1 of Section 63.362--Standards for Ethylene
Oxi de Commercial Sterilizers and Funigators

Existin |Source |Sterilizatio [|Aeration Chamber

g and type n chanber room vent exhaust vent
new vent

sour ces

Sour ce <907 No control required; m ninal

si ze kg (<1 Jrecordkeeping requirenments apply (see

t on) 863. 367(c))
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$907 99% em ssion |No control No control
kg and ]reduction
<9, 070 [(see

kg ($1 |863.362(c))

ton

and <

10

tons)

$9,070 |99% em ssion |1 ppm No contr ol

kg (9% |reduction maxi mum

10 (see out | et

t ons) §63. 362(¢c)) concentra-
tion or
99%
em ssion
reduction
(see
863. 362(d)
)

(e) [Reserved]

5. Section 63.363 is revised (including the section
headi ng) to read as foll ows:

863. 363 Conpliance and performance provisions.

(a)(1l) The owner or operator of a source subject to
em ssions standards in 863.362 shall conduct an initial
performance test using the procedures listed in 863.7
according to the applicability in Table 1 of 863.360, the
procedures listed in this section, and the test nethods
listed in 8§63. 365.

(2) The owner or operator of all sources subject to

t hese em ssions standards shall conplete the performance
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test within 180 days after the conpliance date for the

specific source as determ ned in 863. 360(Q).

(b) The procedures in paragraphs (b) (1) through (3)
of this section shall be used to determne initial
conpliance with the em ssion |imts under 863.362(c), the
sterilization chanber vent standard and to establish
operating limts for the control devices:

(1) The owner or operator shall determ ne the
efficiency of control devices used to conply with
863. 362(c) using the test nmethods and procedures in
§63. 365(b) .

(2) For facilities with acid-water scrubbers, the
owner or operator shall establish as an operating limt
ei t her:

(i) The maxi mum et hyl ene gl ycol concentration using
t he procedures described in 863.365(e)(1); or

(ii) The maxi mum | iquor tank |evel using the
procedures described in 863.365(e)(2).

(3) For facilities with catalytic oxidizers or
t hermal oxidizers, the operating limt consists of the
recomrended m ni mum oxi dati on tenperature provi ded by the
oxi dation unit manufacturer for an operating limt.

(4) Facilities with catalytic oxidizers shal

conply with one of the follow ng work practices:
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(i) Once per year after the initial conpliance

test, conduct a performance test during routine
operations, i.e., with product in the chanber using the
procedures described in 863.365(b) or (d) as appropriate.
If the percent efficiency is |less than 99 percent,
restore the catal yst as soon as practicable but no | ater
t han 180 days after conducting the perfornmance test; or

(i1) Once per year after the initial conpliance
test, analyze ethyl ene oxide concentration data from
863. 364(e) or a continuous en ssion nmonitoring system
(CEMS) and restore the catal yst as soon as practicable
but no later than 180 days after data anal ysis; or,

(iii) Every 5 years, beginning 5 years after the
initial conpliance test (or by Decenber 6, 2002,
whi chever is later), replace the catalyst bed with new
catal yst material.

(c) The procedures in paragraphs (c) (1) through (3)
of this section shall be used to determne initial
conpliance with the em ssion |imts under 863.362(d), the
aeration room vent standard:

(1) The owner or operator shall conmply with either
paragraph (b)(2) or (3) of this section.

(2) Determ ne the concentration of ethylene oxide

emtted fromthe aeration roominto the atnosphere (after
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any control device used to conply with 863.362(d)) using

t he methods in 863.365(c)(1); or

(3) Determne the efficiency of the control device
used to conply with 863.362(d) using the test nethods and
procedures in 863.365(d)(2).

(d) [ Reserved]

(e) For facilities conplying with the em ssions
[imts under section 863.362 with a control technol ogy
ot her than aci d-water scrubbers or catalytic or thernmal
oxi di zers, the owner or operator of the facility shal
provide to the Admi nistrator or del egated authority
i nformati on describing the design and operation of the
air pollution control system including recomendations
for the operating paraneters to be nonitored to
denonstrate continuous conpliance. Based on this
information, the Adm nistrator will determ ne the
operating paraneter(s) to be neasured during the
performance test. During the performance test required
in paragraph (a) of this section, using the nethods
approved in 863.365(g), the owner or operator shal
determ ne the site-specific operating limt(s)for the
operating paranmeters approved by the Adm nistrator.

(f) A facility nmust denonstrate continuous

conpliance with each operating limt and work practice
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standard required under this section, except during

peri ods of startup, shutdown, and mal function, according
to the nmethods specified in 863. 364.

6. Section 63.364 is anended by:

a. Revising paragraph (b) introductory text;

b. Adding a sentence to the end of paragraph
(b)(2);

c. Revising paragraph (c) introductory text;

d. Renpoving and reserving paragraphs (c)(1), (2)
and (3);

e. Adding a sentence to the end of paragraph
(c)(4);

f. Revising paragraph (d);

g. Revising paragraph (e); and

h. Renoving and reserving paragraph (f).

The additions and revisions read as follows:
8§63.364 Monitoring requirenents.

(b) For sterilization facilities conmplying with
863.363(b) or (d) through the use of an acid-water
scrubber, the owner or operator shall either:

(2) * * * Monitoring is required during a week only

if the scrubber unit has been operated.
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(c) For sterilization facilities conplying with
863. 363(b) or (c) through the use of catalytic oxidation
or thermal oxidation, the owner or operator shall either
comply with 863.364(e) or continuously nonitor and record
the oxidation tenperature at the outlet to the catal yst
bed or at the exhaust point fromthe thermal combustion
chanmber using the tenperature nonitor described in
par agraph (c)(4) of this section. Monitoring is required
only when the oxidation unit is operated. From 15-m nute
or shorter period tenperature values, a data acquisition
system for the tenperature nonitor shall conpute and
record a daily average oxidation tenperature. Strip
chart data shall be converted to record a daily average
oxi dati on tenperature each day any instantaneous
tenperature recording falls bel ow the m ni mum
t enper at ur e.

(1) [Reserved]

(2) [Reserved]

(3) [Reserved]

(4) * * * As an alternative, the accuracy
tenperature nonitor may be verified in a calibrated oven
(traceable to NI ST standards).

(d) For sterilization facilities conplying with
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863.363(b) or (c) through the use of a control device
ot her than aci d-water scrubbers or catalytic or thernal
oxi di zers, the owner or operator shall nonitor the
paramet ers as approved by the Adm nistrator using the
met hods and procedures in 863.365(Q).

(e) Measure and record once per hour the ethyl ene
oxi de concentration at the outlet to the atnmosphere after
any control device according to the procedures specified
in 863.365(c)(1). The owner or operator shall conpute
and record a 24-hour average daily. The owner or
operator will install, calibrate, operate, and maintain a
nmonitor consistent with the requirenents of performance
specification (PS) 8 or 9 in 40 CFR part 60, appendi x B,
to neasure ethylene oxide. The daily calibration
requi rements of section 7.2 of PS 9 or section 2.3 of PS
8 are required only on days when et hyl ene oxi de em ssions
are vented to the control device.

(f) [Reserved]

7. Section 63.365 is anended by:

a. Revising paragraph (b)(1) introductory text;

b. Revising paragraph (b)(1)(iv)(B);

c. Renmoving and reserving paragraph (b)(1)((iv)(C;

d. Renoving and reserving paragraph (b)(2);
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e. Revising paragraph (c);
f. Revising paragraph (d);
g. Renpving and reserving paragraph (f);
h. Revising paragraph (h).
The revisions read as foll ows:

8§63. 365 Test nethods and procedures.

(b) * * %

(1) FEirst evacuation of the sterilization chanber.

These procedures shall be perfornmed on an enpty
sterilization chanber, charged with a typical anount of
et hyl ene oxide, for the duration of the first evacuation
under normal operating conditions (i.e., sterilization
pressure and tenperature).
ok ok x %

(iv) * * *

(A) * * =

(B) Test Method 18 or 25A, 40 CFR part 60,
appendi x A (hereafter referred to as Method 18 or 25A,
respectively), shall be used to nmeasure the concentration
of et hyl ene oxi de.

(1) Prepare a graph of volunetric flow rate versus

time corresponding to the period of the run cycle.
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I ntegrate the area under the curve to determ ne the
vol une.
(2) Calculate the mass of ethyl ene oxide by using

the foll ow ng equation:

Wher e:
W = Mass of ethylene oxide, g (Ib)
C = concentration of ethylene oxide in ppnv
V = volunme of gas exiting the control device

corrected to standard conditions, L (ft?3)
1/ 10% =correction factor Lgd 10° Ligra cas

(f t 3Ed 106 f t 3TOTAL GAS)

(3) Calculate the efficiency by the equation in

paragraph (b)(1)(v) of this section.

(C) [Reserved]

(2) [Reserved]

(c) Concentration determ nation. The follow ng

procedures shall be used to determ ne the ethyl ene oxide
concentration.

(1) Paraneter nonitoring. For determ ning the

et hyl ene oxi de concentration required in 863.364(e),

follow the procedures in PS 8 or PS 9 in 40 CFR part 60,
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appendi x B. Sources conplying with PS 8 are exenpt from
the relative accuracy procedures in sections 2.4 and 3 of
PS- 8.

(2) Ilnitial conpliance. For determ ning the

et hyl ene oxi de concentration required in 863.363(c)(2),

t he procedures outlined in Method 18 or Method 25 A (40
CFR part 60, appendix A) shall be used. A Method 18 or
Met hod 25A test consists of three 1-hour runs. |If using
Met hod 25A to determ ne concentration, calibrate and
report Method 25A instrunent results using ethylene oxide
as the calibration gas. The arithnetic average of the

et hyl ene oxi de concentration of the three test runs shal
determ ne the overall outlet ethylene oxide concentration
fromthe control device.

(d) Efficiency determ nation at the aeration room

vent (not manifolded). The follow ng procedures shall be

used to determne the efficiency of a control device used
to conply with 863.362(d), the aeration room vent
st andar d.

(1) Determne the concentration of ethylene oxide
at the inlet and outlet of the control device using the
procedures in Method 18 or 25A in 40 CFR part 60,

appendix A. A test is conprised of three 1-hour runs.
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(2) Determne control device efficiency (% Eff)

using the foll owi ng equation:

LW W,
% Eff x 100
W

Wher e:
% Eff = percent efficiency
W = nass flowrate into the control device
W, mass flow rate out of the control device

(3) Repeat the procedures in paragraphs (d)(1) and

(2) of this section three times. The arithnmetic average
percent efficiency of the three runs shall determ ne the

overal |l efficiency of the control device.

(h) An owner or operator of a sterilization
facility seeking to denonstrate conpliance with the
requi rements of 863.363 or 863.364, with a nonitoring
devi ce or procedure other than a gas chromatograph or a
flame ionization analyzer, shall provide to the
Adm ni strator information describing the operation of the
nmoni tori ng device or procedure and the paraneter(s) that
woul d denmpnstrate conti nuous conpliance with each

operating limt. The Adm nistrator may request further
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information and will specify appropriate test nethods and
pr ocedur es.

8. Section 63.366 is amended by revising paragraph
(a)(3) to read as foll ows:

863. 366 Reporting requirenents.

(a) * * *

(3) Content and submttal dates for deviations and
nmonitori ng system performance reports. All deviations
and nonitoring system performance reports and all sunmary
reports, if required per 863.10(e)(3)(vii) and (viii),
shal |l be delivered or postmarked within 30 days foll ow ng
the end of each cal endar half or quarter as appropriate
(see 863.10(e)(3)(i) through (iv) for applicability).
Witten reports of deviations froman operating limt
shall include all information required in 863.10(c)(5)

t hrough (13), as applicable in Table 1 of 863.360, and
information fromany calibration tests in which the
nmonitori ng equi pment is not in conpliance with PS 9 or
the nmethod used for tenperature calibration. The witten
report shall also include the nanme, title, and signature
of the responsible official who is certifying the
accuracy of the report. When no devi ati ons have occurred

or nmonitoring equipnment has not been inoperative,
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repai red, or adjusted, such information shall be stated
in the report.
ok ok * %

9. Section 63.367 is revised to read as foll ows:
863. 367 Recordkeeping requirenments.

(a) The owner or operator of a source subject to
863. 362 shall conmply with the recordkeeping requirenments
in 863.10(b) and (c), according to the applicability in
Table 1 of 863.360, and in this section. All records
required to be maintained by this subpart or a subpart
referenced by this subpart shall be maintained in such a
manner that they can be readily accessed and are suitable
for inspection. The nost recent 2 years of records shal
be retained onsite or shall be accessible to an inspector
while onsite. The records of the preceding 3 years,
where required, nmay be retained offsite. Records nmay be
mai ntai ned in hard copy or conputer-readable form
i ncluding, but not limted to, on paper, mcrofilm
conputer, conputer disk, magnetic tape, or mcrofiche.

(b) The owners or operators of a source using 1 to
10 tons not subject to 863.362 shall maintain records of
et hyl ene oxide use on a 12-nonth rolling average basis

(until the source changes its operations to becone a
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source subject to 863.362).

(c) The owners or operators of a source using |ess
than 1 ton shall maintain records of ethylene oxide use
on a 12-nonth rolling average basis (until the source
changes its operations to becone a source subject to

§63. 362) .
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(d) The owners or operators conmplying with
863.363(b) (4) shall maintain records of the conpliance
test, data analysis, and if catalyst is replaced, proof

of replacenent.



